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NOTE The additi ons and delet+ons to the approved
standards being submtted by the Accreditation
Process Committee for vote are marked as in
this note.

4.0 ACCREDI TATI ON PROCESS

(NB. MANY OF THE STANDARDS AND ELEMENTS LI STED IN THI S
CHAPTER ARE REFLECTI VE OF STANDARDS SET FORTH | N CHAPTERS
DEALI NG W TH DETAI LED EXPLANATI ONS OF THESE ELEMENTS.
THEREFORE, | T |'S ANTI Cl PATED THAT SOVE OF THE DETAI LS MAY
CHANGE AS THE DI SCUSSI ONS AND CONCLUSI ONS | N THESE
CHAPTERS CHANGE. )

4.1 COVPONENTS OF ACCREDI TATI ON

The conponents of accreditation include review of
personnel qualifications, on-site assessnment proficiency
testing and quality assurance/quality control standards.
These criteria nust be fulfilled for accreditation. The
conponents and criteria are herein described. Details of
sone of the requirenents described belowwill be found in
ot her sections of these Standards.

4.1.1 Personnel Qualifications

A Persons who does not neet the education credential

reqU|renents of 4.1.1.1 of the NELAC conpliant standards

and +s are the technical director(s) respofisibre—party—of
on the date that the

| aboratory beconmes subject to these regulations, shall

may qualify as technical director(s) ¢ireetortasststant

ei+eetor of that |aboratory i1f that |aboratory can

denonstrate the ability to conply with the Accrediting

Authority’ s proficiency testing and quality control

requi renents and possesses the requisites experience.

4.1.1.1. Definition, Technical D rector(s) responstble
party—of—record

The technical director(s)

means a full-time nenber of the staff of an environnental
| aborat ory who exerci ses actual day-to-day supervision of
| aboratory procedures and reporting of results. The
title of such person may include but is not limted to

| aboratory director, technical director, |aboratory
supervi sor or |aboratory nmanager. Hi s/her nane nust
appear in the national database. This person’s duties
shal | include, but not be limted to, nonitoring
standards of performance in quality control and quality
assurance; nonitoring the validity of the anal yses
performed and data generated in the | aboratory to assure
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reliable data; ensuring that sufficient nunbers of
qgual i fied personnel are enployed to supervise and perform
the work of the | aboratory; and providi ng educati onal
direction to |laboratory staff. An individual shall may
not be the technical director(s) respensibte—party—of
record of nore than one accredited apptroved environnment al
| aboratory without authorization fromthe primry
Accrediting Authority. GCircunmstances to be considered in
t he decision to grant such authorization shall may
include, but not be limted to, the extent to which
operating hours of the |aboratories to be directed
overlap, adequacy of supervision in each [aboratory, and
the availability of environnental |aboratory services in
the area served. The technical director(s) A+responsibte
who Is absent for a period of tine
exceedi ng 10 consecutive working bustfness days shal
desi gnate another full-time staff menber neeting the
qualifications of the technical director(s) respenstbte
party of—+ecord to tenporarily performthis function. If
t hi s absence exceeds 45 consecutive worki ng bustfess
days, the primary accrediting authority shall be notified
in witing.

Qualifications of the technical director(s) respenstbte
patrty—of—r+ecord.

a) The technical director(s) respenstble—party—of
record of an accredited approved environnental

| aboratory engaged in chem cal analysis shall be a
person with a bachel ors degree in the chem cal
environnental , biological sciences, physical
sciences or _engineering, with at least 24 coll ege
senester credit hours in chemstry and at | east two
vears of experience in the environnental analysis of
representative inorganic and organi c anal ytes for
which the laboratory is seeking approval. A nmsters
or _doctoral degree in one of the above deciplines
may be substituted for one year of experience.

The technical director(s) responstble—party—of
record of an accredited approved environnental

| aboratory engaged—+n,—but-_linmited to i norganic
chem cal analysis, other than netals analysis, shal
be a person with at | east an earned associate's
degree in the chem cal or environnental sciences, or
two vears of equival ent and successful coll ege
education, with a mninumof 16 coll ege senester
credit hours in chemstry. In addition, such a
person shall have at |east two years of experience
perform ng such anal ysis.

=
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c) The technical director(s) responstble—party—of
record of an accredited approved environnental

| aboratory engaged i n mcrobiological or biological
anal ysis shall be a person with a bachel ors degree
in mcrobiology, biology, e+ environnental sciences,
physi cal sciences or engineering with a m ni nrum of
16 coll ege senester credit hours in general

m crobi ol ogy and biology and at | east two years of
experience in the environnental analysis of
representative analytes for which the | aboratory is
seeking approval. A nmsters or doctoral degree in
one of the above deciplines may be substituted for
one year of experience.

A person with an associate's degree in _an appropriate
field of the sciences or applied sciences, with a m ni mum
of four college senester credit hours in general

m crobi ol ogy may be the technical director(s) respoenstbte
party—of—+ecord of a | aboratory engaged in

m crobiological analysis Iimted to fecal coliform total
coliformand standard plate count. Two years of

equi val ent _and successful coll ege education, including

t he m crobi ol ogy requirenent, may be substituted for the
associate's degree. I n addition, each person shall have
one year of experience in environnental analysis.

d) The technical director(s) responsible—party—of
reeord of an accredited apprevee environnent al

| aboratory engaged in radiological analysis shall be
a person wth a bachelor’s degree in chem stry, ot
physics or engineering with 24 hours of chem stry
wth two or nore years of experience, one of these
in a supervisory capacity, in the radiologica

anal ysis of environnental sanples. A nmsters or
doctoral degree in one of the above deciplines nay
be substituted for one year experience.

The technical director(s)

record of an accredited environnental |aboratory
engaged I n _mcroscopi c_exam nation of asbestos
and/ or airborne fibers shall neet the foll ow ng
requi renents:

i) For procedures requiring the use of a
transm ssion el ectron m croscope, a bachelor's
degree, successful conpletion of speetatized
courses in the use of the instrunent, and one
year of experience, under supervision, in the
use of the instrunent. Such experience shal
include the identification of m nerals.
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ii) For procedures requiring the use of a polarized
light mcroscope, an associate's degree or two
yvears of college study, successful conpletion
of formal coursework in polarized |ight
m croscopy, and one vear of experience, under
supervision, in the use of the instrunent. Such
experience shall include the identification of
m ner al s.

iii) For procedures requiring the use of a phase
contrast m croscope, as in the determ nation of
airborne fibers, an associate's degree or two
years of college study, docunentation of
successful completion of formal coursework in
phase contrast m croscopy, and one year of
experi ence, under supervision, in the use of
the i nstrunent.

The technical director(s) responstble—party—of
record of an accredited approved environnental

| aboratory engaged in the examination of radon in
air shall have at | east an associate’'s degree or two
vears of college and one year of experience in

radi ati on neasurenments, including at | east one vear
of experience in the neasurenent of radon and/or
radon progeny.

4.1.1.2 Personnel Qualification darifications and

a)b)

Excepti ons

Not wi t hst andi ng _any ot her provision of this section,
a full-tine enpl oyee of a drinking water or sewage
treatnent facility who holds a valid treatnent plant
operator's certificate appropriate to the nature and
size of such facility shall be deened to neet the
educati onal and experience requirenents serving as
the director of the accredited approved | aboratory
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devot ed exclusively to the exam nation of
environnental sanples taken within such facility.
Such accreditation approval- for a water treatnent
facility and/or a sewage treatnment facility shall be
l[imted to the scope of that facility’'s requl atory

permt.

b)e) Afull-tine enployee of an industrial waste
treatnent facility with a m nimum of one year of
experi ence under _supervision in_environnental
anal ysis shall be deened to neet the requirenents
for serving as the director of an accredited
apptroved | aboratory devoted exclusively to the
exam nation of environnental sanples taken wthin
such facility for the scope of that facility's
requl atory permt.

4.1.2 On-Site Assessnents

On-Site assessnents are a requirenment of the
Accreditation Process and a sunmary of the process
requirenents are described. Refer to On-Site Assessnent
(Chapter 3) for additional information regarding
frequency, procedures, criteria, scheduling and
docunentation of on-site assessnents. On-Site
assessnments shall fay be of two types: announced and
unannounced. The on-site assessnent of each accredited

| abor at ory faett+ity nust be perfornmed a m ni num of one
time per two years. On-site assessnents nay be conducted
nore frequently for cause or at the option of the primary
accrediting authority. Situations which m ght trigger
nore frequent on-site assessnents include, review of a
previously deficient on-site assessnent, poor performance
on a PT sanple, change in other accreditation el enents,

or other information concerning the capabilities or
practices of the accredited | aboratory. The on-site
assessnent ensures that the environmental |aboratory is

in conpliance with NELAC st andards. capable—of—performng
I = = I . "
the—speect+erethod—orperforrance basedrethod.

The responsibility and accountability for neeting the
NELAC standards are the responsibility of the primry
accrediting authority. The primary accrediting authority
has the responsibility for conducting on-site assessnents
for national accreditation based on the foll ow ng
factors:

a) | ndi vi dual sites are subject to the sane application
process, fees; assessnents and other requirenments as
environnmental | aboratories. Any renote |aboratory
sites are considered separate sites and subject to
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separate on-site assessnents, again provided that

t he anal ysis or any portion of the analysis take

pl ace at that site. This includes nmobile

| aboratories which are on the sane site for a period
exceeding 90 continuous days per year 3—enaths. A
nobi |l e | aboratory owned by an accredited fixed based
| aboratory which is equipped with instrunentation to
address a tenporary situation, not to exceed 3
nonths, and is performng a subset of analyses for
whi ch the parent | aboratory Is accredited, is

consi dered an _extension of the parent | aboratory and
W1l not require separate accreditation
certt+it+eat+onrn. A location that only does sanple
collections is not considered an envi ronnent al

| aboratory and shall wt++ not be subject to these
requirenments;

b) The assessnent may consist of all of the fields of
testing and/or nethods for which the |aboratory
wants to obtain accreditation;

c) The | aboratory may be required to anal yze PT sanpl es
during the on-site assessnent under the observation
of an assessor;

d) The nunber of assessors conducting the on-site
assessnment shoul d be appropriate for the

| aboratory’ s scope and testing. ant—the—aceretiting
For b ouh ] b : ’
cost—and—thenurber—of—assessors-

e) The on-site assessnment shoul d be conducted during
nor mal wor ki ng hours.

Laboratories shall wt+ be furnished with a report
docunenting any deficiencies found by the assessor. This
shal | wH+ be known as a Deficiency Report. tt—shettt—be

such reports are publlc record and any or all of the
i nformation contained therein may be put into the
Nat i onal Dat abase.

4.1.3 Corrective Action Reports In Response to On-Site
Assessment

A €corrective Aaction Rreport nust be submtted by the
| aboratory to the primary accrediting authority in
response to any Bdeficiency Rreport received by the

| aboratory faetHty after an on-site assessnent. The
corrective action report shall wH include the action
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that the | aboratory shall wt+ inplenent to correct each
deficiency and the tine period required to acconplish the
corrective action.

a)

b)

d)

f)

9)

The primary accrediting authority er—attherized

shal | must present a Bdeficiency Rreport
to the laboratory within 21 36 working days of the
on-site assessnent.

After being notified of deficiencies, the |aboratory
shal |l wH have 21 36 working days fromthe date of
recei pt of the deficiency report to provide a
€corrective Aaction Rreport. te—eorreect—deft+etrenetres

neted—n—thePefieieneyReport—

The primary accrediting authority shall wH respond
to the action noted in the €corrective Aaction
Rreport within 21 36 working days of receipt

o e

|f the corrective action report (or a portion) is
deened unacceptable to renediate a deficiency the
| aboratory shall wH+ have an additional 21 36
wor ki ng days to submt a revised corrective action
report.

If the corrective action report is not acceptable to
the primary accrediting authority after the second
submttal, the |laboratory shall ean have
accreditation revoked pursuant to Section 442 and
4.4.3 for all or any portion of its scope of
accreditation for any or all of a field of testing,
category—or a nethod, or analyte within a field of

testing. eategory.

Al'l information included and docunented in a
Bdeficiency Rreport and the €corrective Aaction
Rreport are considered to be public information and
are to be rel eased pursuant to Chapter 3, section
3.7.5. Oher accrediting authorities states
participating in the NELAP woul d have access to this
information through a national database.

If the laboratory fails to inplenment the corrective

actions as stated in their corrective action report,
e e . v ; . I

t+re—pert+od,- accreditation for fields of testing,

categor+es—or specific nmethods, or analytes within
those fields of testing shall ea%ege%res—mr%% be
revoked. All such deficiency and corrective action
reports are public record and any or all of the

i nformation contained therein may be put into the
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Nnati onal Bdatabase. Proprietary data and
Confidential Business Information will be excluded

excepted fromall public records.
4.1.4 Proficiency Testing Sanples

’ Aa
critical conponent of |aboratory assessnents is the
anal ysis of proficiency testing (PT) sanples. Refer to
Proficiency Testing (Chapter 2) for additional
information. PT sanples are used and evaluated in the

accreditation process as foll ows:

a) Each | aboratory seeking accreditation nust receive,
and anal yze initial PT sanples froma NELAP approved
PT study provider for each field of testing
(program net hod-anal yte) in which they are
requesting accreditation.

b) Unl ess otherw se specified by the proficiency
testing standard, Eeach |aboratory seeking or
mai ntal ning accreditation shall be required to
perform anal yses on one PT sanple twice per year in
each field of testing (program nethod-anal yte) for
whi ch they have applied for accreditation or for
which they are currently accredited.

c) The | aboratory shall wt+ be infornmed of their score
on the PT sanples by the primary accrediting
authority or the NELAP approved PT provider within
15 working 2% days fromthe cl osing date of
subm ssion. The results of all of the PT sanple
tests including “pass” or “fail” shall wt+ be part
of the public record. The result of passing or
failing a PT sanple shall wt+ apply to al
accredited nethods a | aboratory enpl oys for an
anal yte.

d) Wien a laboratory initially requests accreditation,
it nmust successfully analyze two sets of PT sanples,
the anal yses to be performed 21 36 working days
apart. Each set shall wt++ contain one sanmple for
each requested field of testing (program nethod-
analyte). Once a |aboratory has been granted
accreditation status, it nust maintain a history of
at | east two passing results out of the nobst recent
three for each field of testing (program nethod-
anal yte).

e) The results of the PT sanple anal yses shall wt+ be
considered by the primary accrediting authority

C O1T1J vV O O v O Ot Cl
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aft—uhannouncetd—assessents i n det erm ni ng whet her
accreditation should be granted, denied, revoked, or
suspended pursuant to this Chapter, for a field of
testing (program nethod-anal yte) or an anal yte
within a field of testing (program nethod-anal yte).

4.1.5 Accountability for Analytical Standards
El ements in NELAP a—+nat+onal—program that shall ensure

consi stency and pronote the use of quality
assurance/quality control procedures to generate quality
data for regul atory purposes are:

a) NELAC requires that each |aboratory seeking NELAP
ratt+oenal- accreditation have a named €uality
Aassurance €officer or a person designated as
accountable for data quality. The Quality
Aassurance €officer shall wHH+ be a person other
than any supervisor of Taboratory analysts, who
reports directly to the | aboratory managenent and
not to the | aboratory supervisor in matters rel ated
to quality assurance and quality control of
anal yses, nethods relating to these anal yses, and
i nstrument ati on.

b) NELAC requires that each |aboratory seeking NELAP
rattonal accreditati on have a devel oped and
mai ntai ned Quality Assurance Manual on-site, as
required in Chapter 5. The primary accrediting

aut hority er—assessor—body nmay request the nanual

prior to the on-site assessnent.

C) The primary accrediting authority shal |l w
consi der that the accountability for negligence, the
falsification of data, reecords—or—+tnstrurent
parareters shall wH rest upon the anal yst, the
| abor at ory managenent and the conpany.

4.1.6 Fee Process for National Accreditation

Refer to Policy and Structure, Chapter 1, specifically
funding of this program (Section 1.6.2.3.3 +196)
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Where required and if applicable, the level and tim ng
of fee paynents shall witt+ be established by the
primary accrediting authority to which the |aboratory
is applying for accreditation. Additional fees on the
| aboratory may be | evied by other secondary accrediting
authorities with which the | aboratory chooses to do
busi ness.

4.1.7 Application

The NELAP i

Program enconpasses a standardi zed set of elenents in
each application for accreditation that shall wt+ be
reported to and recorded in the national database. The
appl i cati on package includes any specific state

regul atory requirenents that are essential for
accreditation within an individual state.

An accrediting authority participating in NELAC shal
wH+ include in its application formthe foll ow ng:

a) Legal name of |aboratory

b) Laboratory mailing address

C) Billing address (if different fromb)

d) Nane of owner

e) Addr ess of owner

f) Location (full address) of |aboratory

g) Nane and phone nunber of technical
di rector(s), however naned, and the |l ead technical
director (if applicable) responstbte—person—of
recor¢
Nane and phone nunber of Quality Assurance O ficer
Nane and phone nunber of |aboratory contact person
Laboratory hours of operation
Primary Accrediting Authority
Fields of Testing €ategert+es for which the
| aboratory is requesting accreditation
Met hods enpl oyed including anal ytes
Description of |aboratory type (for exanple)

- Commerci al

- Federa

- Hospital or health care

- State

- Academc Institutes

- Public water system

- Public wastewater system

- Industrial (an industry with discharge permts)

- Mbile

- O her (Describe)

0) Certification of conpliance by |aboratory nmanagenent

(vide infra: 4.1.9)
p) ApptHeable fFee enclosed (if applicable)

—_— - =5
N N N’ N N

23
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q) Description of geographical |ocation

r) FAX nunber

S) Lab identification nunber (for renewal)
t) Qual ity Asstranee Manua

A | aboratory seeking renewal of accreditation shall wH-
foll ow the process outlined by the accrediting authority
in which they are currently accredited.

4.1.8 Change of Ownership and/or Location of Laboratory

Accreditation may be transferred when the | egal status or
ownership of an accredited | aboratory changes w t hout
affecting its staff, equi pnment, and organi zation. The
primary accrediting authority may charge a transfer fee
and may conduct an On-site assessnment to verify affects
of such changes on | aboratory perfornance.

The follow ng conditions apply to the change in ownership
and/ or the change in location of a |aboratory that has
nati onal accreditation.

a) Any change in ownership and/or |ocation of an
accredited | aboratory nust be reported in witing to
the primary accrediting authority and entered into
t he national database by the prinmary accrediting
aut hority.

b) Such a change in ownership and/or |ocation shal
wH+ not necessarily require reaccreditation or
reapplication in any or all of the categories in
which the | aboratory is currently accredited.

c) Change in ownership and/or |ocation may require an
€on-site assessnent wth the elenments of the
assessment being determi ned by the assessor

iaspeetor-

d) Any change in ownership nust assure historica
traceability of the |aboratory accreditation
nunber (s) .

e) For a change in ownership, the follow ng conditions
must be in effect:

1. The previous (transferring) owner nust agree in
witing, before the transfer of ownership takes
pl ace, to be accountable and |iable for any
anal yses, data and reports generated up to the
time of |egal transfer of ownership; and
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2t++. The buyer (transferee) nust agree in witing to be
accountable and Iiable for any anal yses, data and
reports generated after the |l egal transfer of
owner shi p occurs.

3+++ Al records and anal yses perfornmed pertaining to
accreditation nust be kept for a mninmmof 5
years and are subject to inspection by the
accrediting authorities during this period w thout
prior notification to the | aboratory. This
stipulation is applicable regardl ess of change in
owner shi p, accountability or liability.

4+v. |f ownership is transferred, the transferee my
not be responsible for paynment of fees to the
accrediting_authorities during the renai nder of
the yearly period, provided that the previous
owner has fully paid the required fees to the
accrediting authorities.

4.1.9 "Certification of Conpliance" Statenent

The followng "Certification of Conpliance"” statenent
nmust acconpany the application for |aboratory
accreditation. It nmust be signed and dated by both the
| aborat ory managenent and the quality assurance officer,
or other designated person, for that |aboratory.

CERTI FI CATI ON BY APPLI CANT

The applicant understands and acknow edges that the

| aboratory is required to be continually in conpliance

wi th the National Environnental Laboratory Accreditation
Conf erence (NELAC)_standards and shall wit+ be subject to
t he penalty provisions provided therein.

The applicant understands and acknow edges t hat
accreditation is specifically subject to unannounced
assessnents.

Aut hori zed representatives of any primary accrediting
authority may nake an announced or unannounced
assessnent, search, or exam nation of an accredited or
interimaccredited approved | aboratory whenever the
primary accrediting authority, at its discretion,

consi ders such an assessnent, search or exam nation
necessary to determ ne the extent of the laboratory's
conpliance with the NELAC standards. Additionally, the
applicant authorizes the primary accrediting authority
assessor inspeetor to; 1) nmake copies of any anal yses or
records relevant to the accreditation process, and 2)
remove any or all such copies fromthe facility for
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pur poses of assessnent or regulatory enforcenent. Any
refusal to allow entry to the primary accrediting
authority’s representatives during normal business hours
or to allow copies of records relevant to | aboratory
accreditation to be nade shall constitute a violation of
a condition of accreditation and grounds for denial,
suspensi on, or revocation of accreditation.

The applicant hereby certifies that all accredited
envi ronment al anal yses perforned are done in accordance
with the NELAC st andards.

| hereby certify that | amauthorized to sign this
application on behalf of the applicant/owner and that
there are no msrepresentations in nmy answer to the
guestions on this application.

Si gnature Quality Assurance O ficer Name of Quality Assurance Oficer
or other designated respensibte individual

Print Nane of Applicant Laboratory Dat e

(Legal Nane)

Si gnature Nanme

Technical Director(s) Technical Director(s)
Responstbte—Person—of—Record Respoenstble—Persen—of—Record

4.2 PERI OD OF ACCREDI TATI ON

For a laboratory in good standing, the period for
accreditation within fields of testing eategortes for

nmet hods or anal ytes shall wt be 12 nonths and will be
considered to be ongoing once a | aboratory has been
accredited for that field of testing eategery or nethod
or analyte within a field of testing eategoery. To

mai ntai n accreditation the |aboratory shall neet the
requi renents of Section 4.3, Mintaining Accreditation.
Failure to neet the requirenents delineated in Section
4.3 shall constitute grounds for suspension or revocation
of accreditation as specified in Section 4.4.
Additionally, failure to pay the required fees as

determ ned by the accrediting authority within the

stipul ated deadlines or by the stipulated dates shall fay
result in suspenstonr—o+ revocation of accreditation.

This information may be entered into the Nnational

Bdat abase in a tinely and effective manner. The NELAP
recogni zes that different accrediting authorities operate
the yearly period with different start tines. The

i ndi vi dual | aboratory being accredited is responsible for
tracking an_accrediting authority’ s period of
accreditation and is responsible for paying the necessary
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fees (if applicable) to those accrediting authorities to
mai ntai n accredi tation.

4.3 MAI NTAI NI NG ACCREDI TATI ON

Accreditation remains in effect until revoked by the
accrediting authority, withdrawn at the witten request
of the accredited | aboratory, or until expiration of
accreditation period. To maintain accreditation, the
accredited | aboratory shall conplete or comply with
elements 4.3.1 TO 4.3.3. Failure to conplete or conply
with these el enents shall may be cause for suspending or
revoki ng accreditation as specified in section 4.4 of
this chapter

4.3.1 Quality Systens

Laborat ori es seeking accreditati on under NELAP nust
assure consi stency and pronote the use of quality
assurance/quality control procedures. Chapter 5, Quality
Systens provides the details concerning quality assurance
and quality control requirenents for the eval uation of

| aboratories. The quality assurance policies, which
establish essential quality control procedures, are
applicable to all environnental |aboratories regardl ess
of size, volune of business and fields of testing.
Failure to maintain, revise, or replace any of these key
conponents may be cause for suspending or revoking a

| aboratory’ s accreditation status, as specified in
section 4.4 of this chapter

4.3.2 Notification and Reporting Requirenents

The accredited | aboratory shall notify the accrediting
authority of any changes in key accreditation criteria
wi thin 30 worki ng eatendar days of the change. This
witten notification change includest+fg but IS not

necessartty limted to the | aboratory ownership,
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| ocation, key personnel, and mejor instrunentation. Fhe

aeeFedf%ed—FabQFa%e%y—shaFF—aFse—egﬁpky—wr%h—aﬁy—gfhef

Al'l such updates are public record and any or all of the
i nformation contained therein may be put into the
nati onal dat abase.

4.3.3 Record Keeping and Retention

Al'l | aboratory records associated with accreditation
parameters shall neet the requirenents of Chapter 5,

Section 5.12 and must—be—easttyaccesstbte—t+netuttng—+aw
I - . it I Hyshs—el
rA—rethod—standard—operating—procedures,—or—the

Faberatory—guatty—assurance—ptan- shal | be mai ntai ned

for a mninmumof five years unl ess otherw se designated
for a longer period in another regulation or authority.
In the case of data used in litigation, the |aboratory is
required to store such records for a |onger period upon
witten notification fromthe accrediting authority.

4.4 DEN AL, SUSPENSI ON, AND REVOCATI ON OF ACCREDI TATI ON
4.4.1 Deni al

Denial - shall nmean to refuse to accredit in total or in
part a | aboratory applying for initial accreditation or
resubm ssion of initial application.

b) Reasons to deny an initial application fay shal
i ncl ude:

1) Failure to submt a conpleted application.

2) Failure of | aboratory staff to neet the personnel
qualifications as required by the NELAC standards.
These qualifications fay shall include education,
training and experience requirenents.

3) Failure to successfully analyze and report
proficiency testing sanples as required by the
NELAC st andards, Chapter 2.

. .
4) Iallunelte_attest that awa:ys'f are pe"e'“ﬁd ?y
Chapter—b—

54) Failure to respond to a Bdeficiency Reeport from

- the ©@n-Ssite assessnent with a corrective action
report within the = re-
required 21 working days after receipt of the
deficiency report.
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65) Failure to inplement the €corrective Aactions
detailed in the corrective action report within

t he speeti+ed tinme frane as specified regu+red by
t he NELACstandards— primary accrediting

authority.

#6) Failure to pay required fees.

87) Failure to pass required on-site assessnent(s) as
specified in the NELAC standards, Chapter 3.

8) M srepresentation of any fact pertinent to
recei ving or maintaining accreditation.

9) Deni al of entry during normal business hours for
an on-site assessnment as required by the NELAC
standards, Chapter 3.

oL
B) 71|&b6|&t6|? ﬁ“?!'.“a“? ta@lppreltun:tles to ﬁe'!eft
of—aceredi-tation—

eb) |If the laboratory is not successful in correcting
the deficiencies as required by the NELAC
standards, the_laboratory nmust wait six nonths
bef ore again reapplying for accreditation.

eéc) Upon reapplication, the |aboratory nmay again be
responsible for all or part of the fees as
applicable incurred as part of the initial
application for accreditation.

ed) No laboratory’ s accreditation wt+ shall be denied
wi thout the right to due process.—as—set—forth—+

Seett+on—4—F—of thts—Chapter—

4.4.2 Suspension

Suspension - shall nmean the tenporary renoval of a

| aboratory’s accreditation for a defined period of tine
whi ch shall not exceed six nonths. The purpose of
suspension is to allow a | aboratory tinme to correct
deficiencies or area of non-conpliance with the NELAC
st andar ds.

a) A laboratory’s accreditation fay shall be suspended
in total or in part. The laboratory shall retain
those—areas—of accreditation for the field of
testings, nethods and analytes where it continues to
nmeet the requirenents of the NELAC standards.

b) Reasons for suspension fay shall include:



NELAC

Accreditation Process
Revision 8

May 1, 1998

Page 17 of 22

1) Fatture—to—sueceesstu-y—anabyze—and—+eport+—PF

2- |1f the prinmary accrediting authority finds
during the on-site assessnent that the public
interest, safety or welfare inperatively requires
enmer gency action;

2) : : : :
Ia|IU|? to—submt—an—acceptablecorrectiveaction
Fepert; +hfesponseto a def+erency feport—and
|aI|UIelE?_IUp|GUEHEFCOIHeﬁEIFE aFE:en(s) Fetated

regut+red—by—theNELACSstandards— Failure to
conplete proficiency testing studies and naintain
a history of at least two successful proficiency
testing studies for each affected accredited field
of testing out of the three nobst recent
proficiency testing studies as defined i n NELAC,
Chapter 2;

23) Failure to notify the primary accrediting
authority of any changes in key accreditation
criteria, as set forth in Section 4.3.42 of this
Chapt er; B

accordance—wth—the NELACstandards—and

. L . c oy
standare—Ehapter—5-

VWhen the only qualified technical director is
absent for a period of tinme exceeding 10
consecutive working days but [ ess than 45
consecutive worki ng days.

e 2

Wien a weat her related or other natural disaster
strikes the area in which the | aboratory is
| ocat ed and precludes the operation of the
facility for a period exceeding five (5) working

days.

=

eéc) A suspended | aboratory cannot continue to analyze
sanples for the affected fields of testing for which
it holds accreditation.

- - - - -
affected—fetds—of testingfor—whieh—+t—holds
i o I

rHghts)—due—to—unacceptableprofiectency—testing
satpte—+esutts.
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gd)

4.4.3

The | aboratory’s suspended accreditation status w ||
change to accredited when the | aboratory
denonstrates to the prinmary accrediting authority
that the | aboratory conplies with the NELAC

st andar ds.

A suspended | aboratory would not have to reapply for
accreditation if the cause/causes for suspension are
corrected wthin six nonths.

|f the |aboratory fails to correct the causes of
suspension within six nonths after the effective
date of the suspension, the primary accrediting

authority shall revoke in total or part the

| aboratory’s accreditation.

No | aboratory’s accreditation wtt+ shall be
suspended without the right to due process as set

forth in Seet+on—4—7F—-of—this—Chapter by the prinmary

accrediting authority.

Revocati on

Revocation - shall nean the in part or total w thdrawal
of a |aboratory’ s accreditation by the accrediting
aut hority.

a)

b)

1)

2)

The accrediting authority shall revoke a

| aboratory’s accreditation, in part or in total for
failure to correct the deficiencies as set forth in
section 4.1.3 e) of this Chapter and failure to
correct the reasons for being suspended after—betng
suspended. The | aboratory shall retain these—areas
of accreditation for the fields of testing, nethods
and anal ytes where it continues to neet the

requi renents of the NELAC standards.

Reasons for revocation in part or in total include a
| aboratory’s:

Failure to subnit an acceptabl e corrective action
report, in response to a deficiency report and
failure to i nplenent corrective action(s)rel ated
to any deficiencies found during a | aboratory
assessnent. The | aboratory may submt two
corrective action reports within the tine limts
specified in section 4.1.3.

- S S I
2— After being suspended due to failure of
proficiency testing sanples, if the laboratory’'s

anal ysis of the next proficiency testing study
results in three failed proficiency testing




NELAC

Accreditation Process
Revision 8

May 1, 1998

Page 19 of 22

studies, the laboratory shall be revoked for each
affected accredited field of testing as defined in
NELAC Chapter 2.

C) Reasons for total revocation include a |aboratory’s:

Failure to respond with a corrective action report
within the required 21 worki ng days.

=

2) Failure to participate in the proficiency testing
program as required by the NELAC standards,
Chapter 2.

3) Submittal of proficiency test sanple results
generated by another |aboratory as its own.

4) M srepresentation of any mater+al fact pertinent
to receiving initial approval.

5) Deni al of entry during normal business hours for
an on-site assessnment as required by the NELAC
standards, Chapter 3.

6) Convi ction of charges for relating to the
falsification of any report ef—e+ relating to a
| aboratory anal ysi s.

7) Failure to remt the accreditation fees, if
applicable,within the tinme limt as established by
the accrediting authority shall fay be grounds for
i edi at e revocati on.

d) After correcting the reason/cause for total
revocation, the | aboratory may reapply for
accreditation no sooner than 6 nonths fromthe
official date of revocation.

e) No | aboratory’'s accreditation shall wt+ be revoked
wi thout the right to due process. —as—set—torth—i

Seet+on—4—F—of thts—EChapter—
4.4.4 Voluntary Wt hdrawal

I f an environnental |aboratory wi shes to withdraw from
NELAP, in total or in part, it nust notify the primary
accrediting authority no later than 21 working 36 days
before the end of the accreditation year.
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4.5 | NTERI M ACCREDI TATI ON
4.5.1 InterimAccreditation

|f a |laboratory conpletes all of the requirenents for
accreditation except that of an on-site assessnent
because the accrediting authority is unable to schedul e
the assessnent in a tinely manner, the accrediting
authority may issue an interimaccreditation. Interim
accreditation shall wt+ allow a | aboratory to perform
anal yses and report results with the sane status as an
futHy accredited | aboratory until the on-site assessnent
requi renents have been conpleted. Interimaccreditation
status shall may not exceed twelve nonths. The interim
accreditation status is a matter of public record and
shal |l w++ be entered into the National Database.

4.5.2 Revocation of Interim Accreditation

Revocation of interimaccreditation may be initiated for
due cause as described in 4.4.0 by order of the prinmary
accrediting authority.

4.6 AWARDI NG OF ACCREDI TATI ON

When a participating | aboratory has net the requirenents
specified for receiving accreditation, the | aboratory
shall wiH+ receive a stngte certificate awarded on behal f
of the state accrediting authority. The certificate
shal |l w++ provide the following information: the nane
of the | aboratory, address of the |aboratory, the
specifications of the accreditation action (for exanple,
the | aboratory may be accredited for analysis of water or
for use of a specific analytical nethodol ogy, etc.).
Addenda or attachnents to the certificate are all owed and
shal |l w++ be considered to be official documents.

I nformati on on the addenda or attachments may incl ude
scope, nethods, analytes...etc. The |aboratory nmust have
a certificate for each state in which it is accredited.
Even though a parent |aboratory is accredited, the
subfacilities (laboratories operating under the sane
parent organi zation, analytical procedures, and quality
assurance system are inspected or processed separately
and shall wt+ be issued their own Certificate of
Accreditation. Any subfacilities or renote |aboratory
sites are considered separate sites and subject to

separ ate Aannounced and Bunannounced Aassessnments, again
provi ded that the analysis or any portion of the analysis
take place at that site.
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4.6.1 The Certificate of Accreditation

The certificate shall wit+ be signed by a nenber of the
accrediting authority and shall wit++ be considered an

of ficial document. It will be transnitted as a seal ed
and dated (effective date and expiration date)docunent
contai ning the NELAC Insignia. The certificate shall

wi+ i nclude specific fields of testing, eategortes,

anal ytes, and nethods that the |aboratory or subfacility
stte is accredited for.
Fo—address—the—concern—that—an—indi-vidual——state—ray
revoke—a—taboratery—s—accredttati-onfor—work—+n—that
state;- tThe certificate shall wi+ explain that continued
accredited status depends on successful ongoing
participation in the program The certificate shall wH
urge a custoner to verify the laboratory's current
accreditation standing within a particular state. The
certificate nust be returned to the accrediting authority
upon | oss of accreditation. However, this does not
require the return of a certificate which has sinply
expired (reached the expiration date).

4.6.2 Use of NELAC Accreditation by Accredited
Labor atori es

An accredited | aboratory shall not misrepresent its NELAP
accredited fields of testing, nethods, analytes, or its
NELAP accreditation status on any docunent. This
includes | aboratory reports, catal ogs, advertising,
business solicitations, proposals, quotations or other
materials. (pursuant to NELAC Chapter 6.8)

4.6.23 Changes in Fields of Testing

| f an accredited | aboratory changes its scope of
accreditation, a new certificate shall wit+ be issued

whi ch details the | aboratory’s speetrumof
accreditation(s).

4.7 ENFORCEMENT

Since NELAP is a standard setting body, it can not
enforce civil or crimnal penalties but rather al
enforcement actions are taken independently by the

accrediting authorities. USEPA—er—state—agenetres—and
ar . .

eofmAteated—to—aH—other NELACpartierpatihg—agenetes

Y e!“"’enﬂ“'“al aeﬂ!eus are rakgn_by.paltlelpatlng

The devetoprent—oef—an enforcenent conponent of the

accrediting authorities

Nat+onal—Envi+ronrentat—taboratory
Acereti-tatton—Program{NEEAS- shoul d be based on explicit
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val ues, or principles, with which all participants
concur. The proposed basic principles are:

a) The program shoul d be equitable to all participants;
b) The rul es should be well publicized;

c) The program needs of the participating agenci es nust
be uphel d; and

d) The due process rights of participating | aboratories
nmust be protected.



